Summary

OBJECTIVES: Rapid increase of costs of reimbursement in Poland led to redesign of the drug pricing mechanisms. As a result a new law which brought revolutionary changes to the healthcare system was introduced in 2012. The aim of this work is to summarize the two years of new drug policy in Poland and to present mechanisms that resulted in substantial savings in reimbursement costs.
METHODS: Few savings-generating mechanisms were implemented in the new reimbursement law: negotiations of prices, new method of calculation of reimbursement limit (resulting in higher co-payment) and also formal obstacles in obtaining prescriptions for reimbursed products (some reimbursed
Higher costs of reimbursement were mostly driven by increase in demand for drugs for chronic diseases.
Case of oral aromatase inhibitors 1
The class of oral aromatase inhibitors, hormonal drugs indicated for treatment of breast and ovarian cancer in postmenopausal women, include anastrozole, letrozole and exemestane.
At the end of 2011, right before implementation of the new reimbursement law in Poland, only anastrozole and letrozole were reimbursed. Due to their indication (oncology), these drugs were reimbursed with 0% co-payment. Each active ingredient had its own reference group. A weighted-average cost per package of anastrozole in 2011 was 159.0 PLN (39.7 EUR) and per package of letrozole 311.0 PLN (77.8 EUR). In 2011 total sales of those drugs amounted to 8.3m DDDs (defined daily doses), total costs of reimbursement were 17.0m EUR, while the copayment was 54k EUR (0.3% of total value of sales).
In the beginning of 2012, as a result of price negotiations and new regulations on wholesale and retail margins, retail prices of anastrozole and letrozole were reduced on average by 11%. All drugs were placed in one reference group and the reimbursement limit was set along with the new rules at 4.85 PLN (1.21 EUR) per DDD (135.9 PLN, 34.0 EUR per package of anastrozole and 145.6 PLN, 36.4 EUR per package of letrozole). The drug setting the limit, Aromek (letrozole), was the cheapest in the whole group, so it was the only brand for which there was no co-payment (covering around 15% of DDDs sales). For all other products above-the-limit co-payment ranged from 5.8 PLN (1.5 EUR) up to 129.4 PLN (32.4 EUR) per package.
For most brands co-payment dramatically increased in January 2012 as compared to 2011 and this resulted in sudden drop of sales. As a response to such reaction of the market, manufacturers of some products decreased their prices below the price of Aromek. Aromek, that was setting the limit in January-February 2012, kept its price stable. At the same time 3 new brands entered the reimbursement. The reduction of prices resulted in change of the limit-setting drug. The reimbursement limit was reduced to 4.33 PLN (1.08 EUR) per DDD (121.2 PLN, 30.3 EUR per package of anastrozole and 129.8 PLN, 32.5 EUR per package of letrozole). 6 out of 18 products were now free of charge for patients (below the limit). For all other products abovethe-limit co-payment ranged from 2.1 PLN (0.5 EUR) up to 144.5 PLN (36.1 EUR) per package.
In only two months of the new law the reimbursement limit in the group of oral aromatase inhibitors was reduced by 11%. However, this decrease shifted costs of medicines to patients, as still only around 15% of them were buying their medicines free of charge. The battle for market shares continued in the following months of 2012, manufacturers were decreasing the prices to be below or at the limit level, because patients were switching to drugs with the lowest co-payment.
In mid-2012 few brands of exemestane were listed, one of them with price 25% lower than the other (generic). Even though both letrozole and anastrozole had counterpart drugs available, the introduction of counterpart exemestane caused the reimbursement limit to be lowered to its level. This brought the next substantial reduction of reimbursement limit -now being as low as 3.32 PLN (0.83 EUR) per DDD (92.9 PLN, 23.2 EUR per package of anastrozole and 99.5 PLN, 24.9 EUR per package of letrozole and exemestane). Only 2 out of 26 brands were now free of charge for patients, but their cumulative market share was barely 1%, which led to 99% of patients co-paying for their drugs -from 5.8 PLN (1.4 EUR) up to 173.3 EUR (43.3 EUR) per package.
The new reimbursement law
Such rapid growth of costs of reimbursement led to redesign of the drug pricing mechanisms. As a result a new law which brought revolutionary changes to the healthcare system was introduced in 2012 2 . The law implemented numerous mechanisms that were aimed at reduction of overall costs, the most influential being:
• negotiations of prices during the reimbursement submission process, • strong internal and external reference pricing, • new method of calculation of reimbursement limit, • lower retail and wholesale margins, • implementation of risk-sharing agreements, • drug budget was set at 17% of NHF budget for healthcare services, should this amount be exceeded a payback mechanism would be activated.
Some regulations created formal obstacles in obtaining prescriptions for reimbursed products. Often antibiotics were prescribed with 100% co-payment due to fines that could be paid by physicians prescribing drugs without formal confirmation (antibiogram) of the type of bacteria patients were infected with.
The idea of internal reference pricing was functioning in Poland even before 2012, however the new law significantly changed it. Before, reference groups were created for each dose of drug (i.e. 200 mg pills) and branded and generic drugs with the same active ingredient and dose were grouped together, so that drugs within a single group could be easily switched. The reimbursement limit was set at the cheapest drug in the group. If a patient preferred branded drug to generic, he would pay the excess cost.
The new rules of internal reference pricing led to creation of jumbo groups. Often different active ingredients are grouped together, as long as they have the same reimbursement indication and similar efficacy.
On top of that all doses are usually placed within the same group, as well as different drug formulation or different mechanisms of action (long-/ short-acting). The same applies to branded and generic drugs. The reimbursement limit is now set at the cheapest drug whose cumulative share is 15% of the sales in the group -see example presented on Figure 2 , in this case the limit is determined by drug3. New reimbursement list is issued every two months and with such frequency prices of drugs and reimbursement limits are changing.
Practical implications of the new shape of reference groups and new limit-setting rules are that patients cannot always switch to drugs that are the cheapest. I.e. in case when few active ingredients are grouped together and they have different unit cost or when a drug does not have a linear price with respect to dose -higher doses are usually cheaper and patients have to co-pay more for low doses. If a patient wants to use the same brand of drug -its price may vary in the two-month periods, in extreme cases it can change from very low to very high co-payment. If a patient wants to use the cheapest drug available, it may be the case that he will have to change brands every two months.
Those regulations had great impact on costs of reimbursement, both from the NHF and patient perspective:
• prices of drugs were substantially decreased as a result of negotiations and external reference pricing, • risk sharing agreements further reduce costs of therapy for NHF, • strong internal reference pricing and new methods of calculation of reimbursement limit resulted in higher co-payment of patients -costs were partially shifted from NHF to patients, • due to formal obstacles for some drugs costs were totally shifted from NHF to patients.
Costs of reimbursement after 2012 1
In 2012, the first year after implementation of the new reimbursement law, total public expenditures on drugs (incl. also foodstuffs and medical devices) amounted to 9.1 billion PLN (2.3 billion EUR), 83% of the planned budget (10.9 billion PLN, 2.7 billion EUR), which gave 1.8 billion PLN (460 million EUR) savings as compared to 2011. In 2013 the drug budget was executed in 87%, resulting in 1.4 billion PLN (430 million EUR) savings.
Savings were driven by price negotiations, but also by mechanisms of lowering the reimbursement limit, i.e. in case of oral aromatase inhibitors the reimbursement limit was lowered by half during 2012-2013. 
Conclusions
The new reimbursement law resulted in substantial savings in costs of drugs. The success is however relative, as costs of drugs were partially shifted towards patients. The second half of 2012 brought further price reductions and changes in the reimbursement limit. By the end of 2012 it was at the level of 2.79 PLN (0.70 EUR) per DDD -43% lower than at the beginning of 2012. NHF costs were clearly reduced during this 12 months. However, after listing counterpart exemestane and making it the limit drug, patients' copayment doubled and did not lower until January 2013. 
